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eCTD a NeeS - poziadavky a praktické informacie
Seminar k eCTD 9.4.2014
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HMA - eSubmission Roadmap Status Report {
Je otazkou ¢asu, kedy bude eCTD v EU povinné
—CGNE D) D
NeeS
eCTD
DCP new MAA
MRP new MAA
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EU Region eCTD Validation Criteria

Version 1.0 - Version 5.0
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\ Files / folders
Praktické informacie pri spracovani eCTD / NeeS pre Pharma priemysel
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Files: Folders:

* validacny report ako sticast ziadosti,
* dodatocne vymeneny subor,
e .doc, .rtf,

* prazdne adresare,
e ml / 10-cover,..

* thumbs.db,...
E i;;:;::;::;i“" v 4 \32p5-conti-drug-prod\32p52-analyt-proc\™.*
(_1[32p4-conti-excip] Name Ext Size  |#Date At
B[ [32p5-contr-drug-prod] ®I-1 <DIR> 01.08.201213:58 -a
([ 1[32p51-spec]
[5[32p52-analyt-ploc]

[ 1[32p53-val-analyt-proc]
[ 1[32p54-batch-analys]
[ 1[32p55-charac-imp]
[ 1[32p56-justif-spec]
[ 1[32p6-ref-stand]
I [ 1[32p7-cont-closure-sys]
[ 71[32p8-stab]
[ 1[32r-reg-info]
[ 1[32s-drug-sub]
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S": e (@5 & ’3_})@9 ‘:2
y  Toc file, index.xml, leaf / envelope attributes, dtd, ... |
Praktickeé informacie pri spracovani eCTD / NeeS pre Pharma priemysel
TG D) D

Vyskytuje sa len sporadicky, obvykle ak je:

* poskodené médium,

* pri zmene valida¢nych kritérii,

* stara verzia nastroja na generovanie eGTD / Neeb,

* prt MRP 7/ DCP....
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Sequence number
Praktickeé informacie pri spracovani eCTD / NeeS pre Pharma priemysel

Variant ¢.1 - NeeS

4 q
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D Sequence number

Praktickeé informacie pri spracovani eCTD / NeeS pre Pharma priemysel
TG O) O

Variant ¢.2 - eCTD reformat

IV.2013 VIL.2013 X1.2013
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Sequence number
Praktickeé informacie pri spracovani eCTD / NeeS pre Pharma priemysel

Variant ¢.3 - z eCTD formatu do formatu NeeS

0006 > 0001 0000 0001
eCTD NeeS NeeS NeeS

0005
eCTD

IV.2013 VIL.2013 X1.2013
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Praktickeé informacie pri spracovani eCTD / NeeS pre Pharma priemysel
C (G 2YF Oy N9

Priciny vyskytu:
* neboli zaslané vsetky sekvencie,

* sekvencie s v suvislej rade, ziadna nechyba, ale:
 bol zmeneny software na tvorbu eCTD - sibory maji novy identifikator,
» reformat dossieru, zlicenie dossierov,
« zamena liekov;...
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Life Cycle Management
Praktickeé informacie pri spracovani eCTD / NeeS pre Pharma priemysel

Riesenie ?
* Vsetky zmeny v sekvencii oznacit na NEW.

* Prejst na format NeeS.
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Life Cycle Management

Praktické informacie pri spracovani eCTD / NeeS pre Pharma priemysel

Wig’ —

Vysledok:

« 0000 | new
e 0001 | new
e 0001 | new
« 0057 | new
e 0101 | new
e 0121 | new
e 0121 | new
e 0123 | new
e 0125 | new

(G 0) Y
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annex 5.9 BF ="

common form annex)H9

omp AB O\,—i\ P
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59 big factory\\wc?

annex SO.W
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Praktickeé informacie pri spracovani eCTD / NeeS pre Pharma priemysel
C G20 )) \9

Bezné pomenovanie: Doporucené pomenovanie:

Application Form

Details on contact person

- GMP

List of all post-authorisation submissions
List of all remaining commitments
1-form-explanation

51 Prootf of Payment

54 Letter of Authorisation

Annex 5.10 Letter(s) of Access

Annex 5.6 Manufacturing authorisation

Annex 5.22 QP declaration for API
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eCTD 3.x

Povodné myslienky, ktoré boli zakladom pre vznik elektronického formatu

* Applicant * CC
* Country M. o 1l
* Submission Mode lﬁffs:t?én * pidoc

* Submission Type * substance

* Procedure Type * manufacturer
- M2.2: Introdueti

* Tracking Number O cobiiivicsis e SR e product-name

M2.1: Tablg Of Contgnts

* Sequence * dosage-form
M2.4: Nonelinieal ‘\ M2.5: Clinical . P,
M23: Quality | _ _ _Civfri'z_w_ LY _O_V?‘\imf_ N .€XC.1p1€.I1t
Overall \  indication

Summary | . \ -
I M2.6 Nonelinical \ M2.7: Clinical

dummary Summary

M5: Clinical
Study Reports

M4: Nonglinical
Study Reports

M3: Quality
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Dakujem za pozornost
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